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DETAILED ACTION 

Response to Restriction election 

1 . This office action is in response to the election of Group I and species pertaining 
to figures 1 and 3 without traverse. Claims 1 , 3, 21-28 and 31-48 read on the selected 
embodiment and will be examined. Claims 2 and 5-1 0 are cancelled; claims 4, 1 1 -20, 
29-30, and 49-51 are withdrawn, and claims 1-4 and 11-51 are pending in this 
application. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

3. Claims 1 , 3, 21-28 are rejected under 35 U.S.C. 1 02(e) as being anticipated 
Marnay etal. (6036071). 

4. Regarding claim 1 , Marnay disclosed a spinal implant comprising a rigid upper 
shell 2 (figure 1 ) having a smooth outer surface 5 (figure 1 ) for facing and non- 
invasive^ contacting the natural end plate of the upper vertebra (column 3 lines 56-60) 
for sliding engagement therewith and sized to fit within the natural annulus of the spinal 
disc (see claim 1), a rigid lower shell 3 (figure 1) having a smooth lower surface 13 
(figure 3) for facing and non- invasively contacting the natural end plate (column 4 lines 
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9-15) of the lower vertebra for sliding engagement therewith and sized to fit within the 
natural annulus of the spinal disc (see claim 1 ), inner surfaces of the upper and lower 
shells that generally face each other as shown in figure 7, a bearing interface 12 
(spherical indentation, figure 7) at at least one of the inner surfaces of one of the shells 
(see figure 1 ), and opposite narrow ends of each of the shells (short sides, column 3 
lines 64-67, column 4 line 1 ) and elongated sides of each of the shells extending 
between the narrow ends thereof so that the sides are longer than the narrow end to 
allow the shells to be arranged with narrow ends of the shells leading the shells as the 
shells are inserted through an incision smaller than the elongated sides of the shells so 
that the natural annulus retains the shells in the intervertebral space. The examiner 
considers the shell's structure to be rotateable and the leading edge alterable by any 
surgeon before implantation. The claimed implant's structure is not differentiated from 
the disclosure of Marnay despite the different disclosed implantation method. 

5. Regarding claim 3, Marnay disclosed that the shells are separate members 
configured to be sequentially inserted through the incision in the annulus, and be 
assembled within the annulus (column 3 lines 20-24). 

6. Regarding claim 21-22, Marnay disclosed at least one of the shells includes a 
gripping projection 17 (figure 7) configured to allow for tool insertion of the shells via 
bore 21 (figure 7) through the annulus incision into the intervertebral space and shifting 
of the shells therein. The gripping projection further comprises gripping posts (pin like 
extensions, column 4 lines 57-60). 
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7. Regarding claim 23, Marnay disclosed that the gripping projection includes an 
arcuate engagement surface, via pin like extensions, and a flat abutment surface via the 
rectangular face surrounding bore 21 as shown in figure 3. 

8. Regarding claim 24, Marnay disclosed that bearing interface comprises engaging 
concave surface 12 (figure 7) and convex bearing surface 25 (figure 7) portion of the 
inner surfaces of the upper and lower shells that bear against each other for 
substantially the entire arcuate extent thereof without discontinuities in the bearing 
surface portions (column 5 lines 22-25). 

9. Regarding claim 25, Marnay disclosed that the inner surfaces further includes flat 
surface portions 11/16 (figure 1 ) adjacent the concave and convex surface portions. 
Surface 1 1 is disclosed to be substantially parallel to flat face 5 (column 4 lines 5-7) 

10. Regarding claim 26, Marnay disclosed a gripping post projecting from at least 
one of the flat surface portions of the one of the shells (column 4 lines 57-60). The 
gripping portion extends from the bore 20 (figure 1) in flat portion 16. 

1 1 . Regarding claim 27, Marnay disclosed an inner surface of one of the shells 
including a flat surface portion 11 and a concave surface 12 portion recessed from the 
flat surface portion, and the inner surface of the other shell includes a flat surface 
portion 16 and a dome surface 25 (figure 7) projecting beyond the flat surface portion of 
the other shell. 

12. Regarding claim 28, Marnay disclosed that the smooth, outer surfaces of the 
shells are flat surfaces (column 3 line 56, column 4 lines 10-11). 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 3. Claims 31 -48 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Marnay et al. (6036071) in further view of Erickson (6368350). 

14. Regarding claims 31-32, Marnay disclosed a rigid upper shell 2 and a rigid lower 
shell 3 and a bearing interface 12/25 at portions of the inner surfaces of both shells, and 
the bearing interface allows relative shifting therebetween (column 5 lines 24-27). 
Regarding claim 33, Marnay disclosed multiple articulating load bearing members 12/25 
(figure 7), the articulating members having opposing surfaces which are configured to 
engage and move against each other (column 5 lines 22-27). 

Regarding claim 34-35, Marnay disclosed that engaging surfaces are configured to 
allow for relative turning and sliding movement therebetween (column 5 lines 22-27). 
Regarding claim 36, Marnay disclosed that one of the members has a concave bearing 
surface 12 (figure 7) and another one of the members has a convex bearing surface 25 
(figure 7) in engagement with the concave surface. 

Regarding claim 37, Marnay disclosed that the members include outer bearing surfaces 
5 (figure 7) configured to engage and move relative to bone material engaged therewith. 
Regarding claim 38, Marnay disclosed that the concave surface and convex surface are 
configured to permit polyaxial movement of the members relative to each other as they 
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are configured to rotate as a ball joint (column 5 lines 22-27). 

Regarding claim 39-41 , Marnay disclosed members cooperate to form a nucleus device 
for replacing a nucleus of a spinal disc and are sized to fit within and be retained by a 
natural annulus of the disc (column 6 lines 32-36). 

Erikson teaches the use of PEEK for vertebral implants for load bearing and articular 
surfaces (column 5 lines 50-64). Therefore it would have been obvious to one of 
ordinary skill in the art at the time of the invention, to include PEEK shells and bearing 
components, as suggested and taught by Erikson, for the purpose of supplying a non 
compressible substance that minimizes the amount of seizing in articular components 
(column 5 lines 49-50, 62-65) . 

15. Regarding claim 42, Marnay disclosed an upper load bearing member 2 (figure 
7) for being implanted in an intervertebral space within the intact, natural annulus 
adjacent the upper vertebra, a lower load bearing member 3 (figure 7) for being 
implanted in the intervertebral space within the intact, natural annulus adjacent the 
lower vertebra, load bearing members are of matching material (column 5 lines 34-37), 
outer bearing surfaces having a smooth configuration 5/13 (figure 7) , and an inner 
bearing surfaces 12/25 (figure 7) each having an accurate configuration that cooperate 
to engage each other and allow for polyaxial rotation and sliding load bearing members 
relative to each other so that there are multiple outer bearing interfaces 5/13 and a inner 
bearing interface 12/25 with the outer surfaces of the load bearing members forming the 
multiple outer bearing interfaces and the inner surfaces 12/25 of the load bearing 
members forming the inner bearing interface to allow for differential shifting of bearing 
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interfaces (column 5 lines 22-27). 

Regarding claim 43, Marnay disclosed outer bearing surfaces 5/13 comprise smooth, 
flat surfaces as shown in figure 7. 

Regarding claim 44, Marnay disclosed an arcuate inner bearing surfaces comprise a 
dome surface 25 (figure 7) and a concave recessed surface 12 (figure 7) for receiving 
the dome surface in engagement therewith with each engaging inner bearing surface 
being uninterrupted the entire extent thereof for smooth, continuous bearing 
engagement there between. 

Regarding claim 45, Marnay disclosed at least one of the load bearing members has a 
post (pin like extensions, column 4 lines 57-60) configured to be engaged by a tool for 
implanting at least the one load bearing member in the intervertebral space. 
Regarding claim 46, Marnay disclosed both load bearing members include posts (pin 
like extensions, column 4 lines 57-60) for a tool, and the arcuate inner bearing surfaces 
comprise a dome surface 25 (figure 7) and a concave recessed surface 12 (figure 7) 
sized such that with the dome surface engaged in the concave recessed surface the 
posts aligned with each other a shown in figure 6, and plate bodies of the load bearing 
members generally extending in parallel to each other as shown in figure 7, and a 
predetermined gap spacing is provided between free ends of the aligned posts (column 
4 lines 61-65). 

Regarding claim 47, Marnay disclosed that the load bearing members each have an 
elongated configuration with opposite narrow ends (short sides, column 3 lines 64-67, 
column 4 line 1) and long sides extending between the narrow ends allowing an 
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incision in the annulus to be kept to a minimum size. 

Regarding claim 48, Marnay disclosed that the load bearing members include bodies 
that are biocompatible metal and plastic. 

Erikson teaches the use of PEEK for vertebral implants for load bearing and articular 
surfaces (column 5 lines 50-64). Therefore it would have been obvious to one of 
ordinary skill in the art at the time of the invention, to include all the implant's structure 
to be composed of PEEK, as suggested and taught by Erikson, for the purpose of 
supplying a non compressible substance that minimizes the amount of seizing in 
articular components (column 5 lines 49-50, 62-65) . 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JOSHUA LEVINE whose telephone number is (571)270- 
5413. The examiner can normally be reached on Monday-Thursday 7:30am-5:00pm 
ETA. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, David Isabella can be reached on 571-272-4749. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/JOSHUA LEVINE/ 
Examiner, Art Unit 3774 



/DAVID ISABELLA/ 

Supervisory Patent Examiner, Art Unit 3774 



